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510(k) Premarket Notification SONOACE XS Diagnostic Ultrasound System

DEC I10 2009

510(K) SUMIMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket

Notification in compliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)
MEDISON CO., LTD.
1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Mr. Kyung-Am, Shim
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399
Email: kashim~medison.com

Data Prepared: September 7, 2009

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories

Proprietary Name:

SONOACE X8 Diagnostic Ultrasound System

Classification Names: FIR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:
K063580, SONOACE X8 Diagnostic Ultrasound System
K092159, ACCUVIX V20 Diagnostic Ultrasound System

4. Device Description:
The SONOACE X8 is a general purpose, mobile, software controlled, diagnostic
ultrasound system. Its function is to acquire ultrasound data and to display the data as
2D) mode, M mode, Color Doppler mode, Power Doppler mode, PW Spectral Doppler, CW
Spectral Doppler mode, and Tissue Doppler Image mode on the LCD display. It also provides
the 3D/4D) imaging mode using the 3D/4D probe in the Mechanical scan mode.

The SONOACE X8 has real time acoustic output display with two basic indices, a
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510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

mechanical index and a thermal index, which are both automatically displayed. The
system also provides for the measurement of anatomical structures and for analysis
packages that provide information used for clinical diagnostic purposes by competent
health care professionals.

The SONOACE X8 has been designed to meet the following product safety standards:

- UL 60601-1, Safety requirements for Medical Equipment
-CGSA C22.2 No. 601.1, Safety requirements for Medical Equipment
-I1EC60601-2-37, Diagnostic Ultrasound Safety Standards
- EN/IEC60601-1, Safety requirements for Medical Equipment
- ENIIEC606O1-1-2, EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound

Equipment
- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic

Output Indices on Diagnostic Ultrasound Equipment
-IlEG 61157, Declaration of the acoustic output
- 1S010993-1, Biocompatibility

5. Intended Uses:

The SONOAGE XS system and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.
The clinical applications include:
General, abdomen, obstetrics, gynecology, vascular, extremity, pediatric, cardiac,
breast, urology, neonatal cephalic, trans-esophageal. and etc.

6. Technological Characteristics:

The SONOACE X8 is substantially equivalent to the SONOACE XS Diagnostic
Ultrasound System, cleared via K063580, and the ACCUVIX V20 Diagnostic
Ultrasound System, cleared via K092159. All systems transmit ultrasonic energy into
patients, then perform post processing of received echoes to generate on-screen display
of anatomic structures and fluid flow within the body. All system allow for specialized
measurements of structures and flow, and calculations.

END of 510(K) Sumrmary
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*DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
l 3 9 4 2 5 h Street N.W DEC 102009S
BUFFALO MN 55313

Re: K093714
Trade/Device Name: SONOACE X8 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: JYO, IYN, and ITX
Dated: December 1, 2009
Received: December 2, 2009

Dear Mr. Job:

We have reviewed your Section 5 10(k) premtarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determnination of substantial equivalence applies to the following transducers intended for
use with the SONOACE XS Diagnostic Ultrasound System, as described in your premnarket
notification:

Transducer Model Number

3D2-6ET C2-5EP NEV4-9ES P2-4AA
3D4-8EK C2-8 HL5-12ED P2-4AH
3D4-8ET C3-7EP L4-7EL P3-SAC
3D4-9ES C4-9/1IQED L5-12/50EP P3-7AC
3D5-9EK ER4-9/1OQED L5-12EC CW 2.0
3DC2-6 EV4-9/1IOED L5-12EP CW 4.0
C2-5EL NER4-9ES MPT4-7
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If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your dev'ice
can be found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Pant 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Pant 801), please
go to http://www.fda.g20v/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reponting of adverse events under the MIDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htrin for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at (301)
796-6542.

Sine Iyyus

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

Section 1.3 INDICATIONS FOR USE

DIAGNOSTIC ULTRASOUND INDICATIONS STATEMENT
510(k) No.: 4<'f!i-
Device Name: SO~NOACEX8 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneos B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & Ill) Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3) P P P P P Note I Notes 2, 7, 8
Abdominal P P P P P Note I Notes 2, 7; 8
Intr-operative (See Note 6)

Intr-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P P P Note I Note 2,4,5,6,7,8,9
Small Organ (See NoteS5) P P P P Note I Note 2,5,6,8,9
Neonatal Cephalic P P P P P Note I
Adult Cephalic P P P P P Note I Note 4, 7
Trans-rectal P P P ___ P Note I Note 2, 3, 8
Trans-vaginal P P P P Note I Note 2, 3, 8
Trans-urethral

Trans-esoph. (non-Cardiac) N N N N N Note I Note 4, 7
Musculo-skel. (Convent.) P P P P Note I Note 2,5,6,8,9
Musculo-skel. (Superfic.) P P P P Note I Note 2,5,6,8,9
Intra-luminal
Other (spec.) _______ ____________

Cardiac Adult P P P P P Note I Note 4, 7
Cardiac Cardiac Pediatric P P P P P Note I Note 4, 7

Trans-esophageal (Cardiac) N N N N N Note I Note 4, 7
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

PPeripheral erperlvessel P P P P PNote I Note 5. 6. 9
V essel O h r( p C.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

7new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THll)
Note 8: 30 imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Pr Urt se (Per 21 CFR 801.109)

(DvSi Sign-off)
Diiion of Reproductive, Abdominal,

and R-1idio~gical Device

O~iNumber C 3 j



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D2-6ET for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicati.on Mode of Operation (incldes simultaneous H-mode)
General Specific B M PWD CWD Color Combined* Other

(Tac Ionly (Tracks I & III) - - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P P Note I Notes 2, 7, 8
Abdominal p p p P Note I Notes 2, 7, 8
Intra-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric p p p P Note I Notes 2,7, 8
Small Organ (See Note 5)

Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-miode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH-, Office of Device Evaluation (ODE)
Frescr~ipill Ue e 21 CFR 801.109)

Dv Sio ign-Oft)
Division of Reproductive, Abdominal,
and Radiological Devir<~

5 10(k) Number 7-



510(k) Premnarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D4-8EK for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneu B-mode)
General Specific B M PWD CWD Color Combined* Other

~ko l(TrackIol)ks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3) p p p P Note I Notes 2, 7, 8
Abdominal p p p P Note I Notes 2, 7, 8
Intr-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric p p p p Note I Notes 2, 7, 8

Small Organ (See Note S)

Neonatal Cephalic
Adult Cephalic

Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.) ______

Peripheral Peripheral vessel
Vessel Other (spec.) _______ ___________

N4= new indication; P= previously cleared by FDA K063580; F= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hannonic Imaging (THJ)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, of f eice Evaluation (ODE)
Prescription (P 1 FR 801.109)

Si nl-Ot
Division of Reproductive, Abdominal,
,and Radicoioical Devi

5 10(k) Numrber V~~



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D34-8ET for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicati~on Mode of Operton (*includes simultaneou B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & Ill) - - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P ____ P Note I Notes 2, 7, 8
Abdominal P P P ___ P Note I Notes 2, 7, 8
Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric P P P ___ P Note I Notes 2, 7, 8
Small Organ (See Note S)

Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculc-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-lurninal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral] vesgel

Vessel Other (spec.)
N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, BIPW Doppler, B/Color Doppler; B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mnode
Note 5: For example: thyroid, parathyroid, bteast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Ue( r21 R81.109)

(Divi 'iofn Sign-Off)
Division of Rleproductive, Abdomninil,
,and RAdIoloIca

510(k) Nume UL L



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D4-9ES for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application MOd of Operation (*includes simultaneu B-mode)
General Specific B M PWD CWD Color Combined* Other

(TrckI only (Tack I & III) - cDplr* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Innr-operative (See Note 6)

Innr-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note S)
Neonatal Cephalic

Adult Cephalic
Trans-rectal P P P P Note I Notes 2, 8
Trans-vaginal P P P ___ P Note I Notes 2, 8
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peiperlvessel
Vessel Ote(sc.

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmnonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging-

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescrp n s r1CR801.109)

(DivisiA Sign-Off

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number ______
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:. 3D5-9EK for use with SONOACE X8
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clincal Application Mode of Operation (*incldes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(TakIonly (Tracks I & III) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Not 3)
Abdominal

Intra-operative (See Note 6)

Intrat-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic

Tranis-rectal P P P P Note I Notes 2, 8
Trans-vaginal P P P ___ P Note I Notes 2, 8
Trans-urethra!

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.) _____

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.) _ ___

Peripheral Peripheral vessel
Vessel Other (spec.) ______

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: BIM, BIPW Doppler, B/Color Doppler, B/Color DopplerIPW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note?7: Tissue Harmonic Imaging (THI-)
NoteS8: 3 D imaging
Note 9: Panoramic imaging

Concurrence ofC ~ f c• IeieEauton (ODE)

Division of Reproductive, Abdominal,
and Radiological DevicT

510(k) Number __



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3DC2-6 for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clincal Application Mode of Operation (*incue simultaneos B-mode)
General Specific B M PWD CWD Color Combined* Other

(Trak Ionly (Tracks I & Ill) - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N ____ N Note I Notes 2, 7, 8
Abdominal N N N N Note I Notes 2, 7, 8
Intrai-operative (See Note 6)
Intrat-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric N N N N Note I Notes 2, 7, 8

Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trants-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P= previously cleared; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power DopplerIPW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-miode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI-)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of evice Evaluation (ODE)
Prescript' n Use ( CFR 801.109)

(Divisio Sign-f)

Division of Reproductive, Abdominal,
and Radiological Dies,

510(k) Number



510(k) Premnarket Notification SONOACE XS Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-5EL for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneou B-mode)
General Specific B M PWD CWD Color Combined* Other

(Trak Ionly (Tracks I & 11I) - - - - Doppler* (Se. (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) p p P _____ p Note I Notes 2, 7, 8
Abdominal p p p _____ p Note I Notes 2, 7, 8
Intra-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric p p p p Note 1 Notes 2, 7, 8
Small Organ (See NoteS5)
Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal
Trants-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (Spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Perphra vssel
Vessel Ote(sc.

N-new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: HIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, H/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH Office of Device Evaluation (ODE)
Prescriptio Use (Pe 2 F 80.109)

(Divis n Sign-O)
Division of Reprioductive, Abdominal,

anld Radiological DeRvftt,

510(k) Numnber __



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-5EP for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operton (*includes simultaneu H-mode)
General Specific B M PWD CWD Color Combined* Other

(TraklIon~ly (Tracks I & III) - - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N N Note I Notes 2, 7, 8
Abdominal N N N N Note I Notes 2, 7, 8
Intrai-operative (See Note 6)

Intra-operative (Neuro.)
Petal Imaging Laparoscopic

& Other Pediatric N N N _ _ N Note I Notes 2, 7, 8
Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Tranis-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-lurninal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-csophagcal (Cardiac)
Other (spec.) ______

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P= previously cleared; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power DopplerIPW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic imaging (THI-)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Presrpin se(e 1 F 801.109)

(DvisiOn Sign-Off
Divisin~i of Reproductive, Abdomniapl,
and Radiologcicl Devi cs

510(k) Number. -



51 0(k) Premarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-8 for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneou B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I ol)(rcs I & III) Doppler* (Se. (Spec.)

Ophthlmic Ophthalmic

Fetal (See Note 3) N N N N NotelI Notes 2,7, 8
Abdominal N N N ___ N Note I Notes 2, 7, 8
[nh-a-operative (See Note 6)

[ntria-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric N N N N Note I Notes 2, 7, 8

Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luininal

Other (spec.) ______

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P= previously cleared; E= added under Appendix E
Additional Comments:

Cdlor Doppler includes Power (Amplitude) Doppler
Note I: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-miode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmionic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescriptio s(Pr2 F 801.109)

(Division Sign-4f)
Division of Reproductive, Abdominal.
and Rtadioilogical Devices

510(k) Number ii



510(k) Premnarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C3-7EP for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Opraion(ncludes simultaneou B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & Ill) - - - - Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3) P P P ____ P Note I Notes 2-, 7, 8
Abdominal P P P P Note I Notes 2, 7, 8
hntr-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P ___ P Note I Notes 2, 7, 8
Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethural

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-lurninal
Other (spec.)
Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, BIPW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THIl)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Us Per 21 C 801.109)

(Dij viso Sig-Of
Division of Peproductive, Abdominal,
and Radiological Devices

510(k) Numlber2K~W-



51 0(k) Premarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C4-9/1OED for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application - - Mode of GP ~ on (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Trak Ionly (TruckslI& Ill) - - - - Doppler* (Spec. (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3) p p P ____ P Note I Note 2.8
Abdominal P P P ___ P Note I Note 2, 8
Intra-operative (See Note 6) ____

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2, 8
Small Organ (See Note 5) P P P PNote I Note 2, 8
Neonatal Cephalic P P P PNote I Note 2, 8
Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.) __ ___

Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel P P P _____ PNote INoe28
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power DopplerIPW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6:. Abdominal organs and peripheral vessel
Note 7: Tissue H-armonic Imaging (THI)
Note 8: 30 imaging
Note 9: Panoramic imaging

Concurrenc oCD H ffc ofD ieEaution (ODE)

(Dvsion ign-Ot
Divisic-i of"Repr-oductive, Abdominal,
0110 Radliological Devices

510(k) Number L J24



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: ER4-9/10ED for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application - - Mode of9O tion (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Comnbined* Other

(T~rack I only) (Tracks I & Ill) Doppler* (Se. (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) ____

Abdominal

Intra-operative (See Note 6) ____

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See NoteS5) ___

Neonatal Cephalic
Adult Cephalic

Trans-rectal P P P P Note I Note 2, 8
Trans-vaginal P P P _____ P Note I Note 2, 8
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.) _ _ _ _ _ _ _ _ _ _ _

Peripheral Penipheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K092 159; F= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescripto se (Per 21,R 1R801.109)

Division of Reproductive, Abdominal,
and Radiologoical jeic s;

510(k) Numbeu UtS1~~



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: EV4-9/1OED for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Op ton (*includes simultaneous B-mode)
General Specific B M PWD CWDI Color Combined* Other

(Track I only) (Tracks I & III) - oper* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic
Trans-rectal P P P P Note I Note 2, 8
Trans-vaginal p p p P Note I Note 2, 8
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
vessel Other (spec.)

N= new indication; P= previously cleared by FDA K0921159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power DopplerIPW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging.

Concurrence of CDRH, Office of Device Evaluation (ODF)
Prescription Us (Per 21 C 01.109)

Opg' n epr civcw, Abdominal,



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

.DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: NER4-9ES for use with SONOACE X8
Intended Use: Diagnostic ultrasound imnaging or fluid flow analysis of the human body as follows:

Clinical Application - - Mode of GP in (includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

~~~~lo2~~L (Tracks I & 111) - - - - Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intra-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note S)
Neonatal Cephalic

Adult Cephalic
Trans-rectl P P P P Note I Note 2, 8
Trans-vaginal P P P P Note I Note 2, 8
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Tas-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; Th= previously cleared by FDA K063580; E= added under Appendix E
Additional Commenits:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Dnppler/PW Doppler,

BlColor Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harnonic Imaging (THil)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH Office of Device Evaluation (ODE)
Prescriptio Use (er 2CR801.109)

(Division SIgn-Ot

Division of Reproductive, Abdominal:

and Radiological Devices~ 1

510(k) Nube



510(k) Premarket Notification SONOACE XB biagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: NEV4-9ES for use with SONOACE X8
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Ciical Application - - Mode ofOperation (*include simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Trucks I & Ill) - - - - Doppler* (Se. (Spec.)
Ophthalmic jOphthalmic

Fetal (See Note 3)
Abdominal
intra-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organt (See Note S)

Neonatal Cephalic
Adult Cephalic
Trans-rectal p p P P Note I Note 2, 8
Trans-vaginal P P P P3 Note I Note 2, 8
Trans-urethral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) ____

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E1= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Off i e oft De~vice Evaluation (ODE)
Prescription Use Pr21 801.109)

Division of Reproductive, Abdominal.
and Radiologica ID~

510(k) Nurnber.SL



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: HIL5-12ED for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode ofQaeraton (*includes simultaneous B-mode)
Gieneral Specific B M PWD CWD Color Comnbined* Other

(Track I only) (Tracks I St Ill) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intra-operative (See Note 6)

Intrat-operative (Neuro.)
Petal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note2, 5,6, 7,9
Small Organ (See Note 5) P P P P Note I Note 2, 5, 6, 7, 9
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trarts-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P Note I Note 2, 5,6, 7, 9
Musculo-skel. (Superfic.) P P P P Note I Note 2, 5, 6, 7, 9
Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.) ______

Peripheral Peripheral vessel P P P ___ P Note I Note 2, 5, 6, 7, 9
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility rhonitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue H-arrnonic Imaging (THI)
Note 8: 3 D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, qffice of Device Evaluation (ODE)

Division cf Reproductive, Abdominal:
and RadiologicalD D 'vz5Q

51i0(k) NumberU VL



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L4-7EL for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of o (*includes simultarneou s B-mode)
General Specific B M PWD CWD Clor Combined* Other

(TakI ~only (Tracks I & 1II) - - - - Dpler4 (Spec.) (spec)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
lntra-operative (See -Note 6) ___

Iritr-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2, 5, 6, 7, 9
Small[Organ (SseeNote S) P p P p Note I Note 2, 5, 6, 7, 9
Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal

Trarns-urethra!
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.) P P P p Note I Note 2, 5, 6, 7, 9
Musculo-skel. (Superfic.) P P P PNote I Note 2, 5,6, 7, 9
Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)
Peripheral Periphera! vessel P P P ____ pN Note Note 5,56, 7,9Vessel Other (spec.) 2__oe2.

N=new indication; P= previously cleared by FDA K092159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI-)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Us (Pe 2 F 0109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiologica Icyic

510(k)Numbe 37jc



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L5-12/5OEP for use with SONOACE XS
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of O on(*includes simultaneous B-mode)
General Specific B M PWD CWI) Color Combined* Other

(Track I only) (Tracks I & Ill) - - - - Doppler* (Spc. (Spec.)

Ophthalmic Ophthalmic

Fetal (See Not 3)
Abdominal
Intra-operative (See Note 6) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intrat-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2, 5, 6, 7, 9
Small Organ (See Note S) P P P P Note I Note 2, 5, 6, 7, 9
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P Note I Note 2, 5,6,7, 9
Musculo-skel. (Superfic.) P P P P Note I Note 2, 5,6, 7, 9
Intra-luminal

Other (spec.) _____

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.) _____

Peripheral Peripheral vessel P P P I___ P j Note I Note 2, 5, 6,7, 9
Vessel Other (spec.)II

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW floppier,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI-)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concunrence of CDRH, Office of Device Evaluation (ODE)
Prescripto (Pr2C R 801.109)

Division of Reproductive, Abdominal,
ond Radiolog~ical yvcesj

510(k) Number i_ _



51 0(k) Premarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L5-12EC for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneous H-mode)
General Specific B M PWD CWD Color Combined* Other

kIon y~ (Tracks I & HI1) Doppler* (Spec.) (Spec.)

Ophthalmic IOphthalmic

Fetal (See Note 3)
Abdominal

Intrai-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Note 2, 5, 6,7, 9

Small Organ (See NoteS5) P P p P Note I Note 2, 5, 6, 7, 9
Neonatal Cephalic
Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P Note I Note 2, 5,6, 7, 9
Musculo-skel. (Superfic.) P P P p Note I Note 2, 5,6, 7, 9
Intra-luminal

Other (spec.) ____

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.) __ _ _ _ _ _ _ _ __I_ _ _ _ _

Peripheral Peripheral vessel P P P ____ pNote I Note 2, 5, 6, 7, 9
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, H/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Offic of D ice Evaluation (ODE)
Prescription (Per 1 R 801.109)

Division of Reproductive, Abdominal
and Radiolo~gical Devires

5 0(k) Nurnbei>



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L5-12EP for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of QOeaton (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

TakIonl (Tracks I & Ill) (Spec.Dpplr)J~ (Spe.

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intra-opertive (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pe-diatrc N N N N Note I Note 2, 5,6,7, 9

Small Organ (See Note 5) N N N N Note I Note 2, 5, 6, 7, 9
Neonatal Cephalic

Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.) N N N N Note I Note 2, 5, 6, 7, 9
Musculo-skel. (Superfic.) N N N N Note I Note 2, 5, 6, 7, 9
Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel N N N ___ N Note I Note 2, 5, 6, 7, 9
Vessel Other (spec.)

N= new indication; P= previously cleared; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, fieo ci e Evaluation (ODE)
Prescription (Per 2 P 8109)

(Division Tgn-Ofo
Division of Roeproductive, Abdominal,
mid RadioiogicalD

510Qk) Number__SZ2.



510(k) Premarket Notification SONOACE XB Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: MPT4-7 for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operton (*includes simultaneous B-mode)
Genraml Specific B M PW[D CWD Color Combined* Other

(TakIonly (Tracks I & Ill) - - - - Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intra-operative (See Note 6)

Intra-opertive (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)
Neonatal Cephalic

Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac) p p P P P Note I Note 7, 8
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) p p P P P Note INoe78
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K092 159; E= added under Appendlix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue H-armonic Imaging (TIHI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Offiye of Device Evaluation (ODE)
Prescription sePr2 119)

(Dvision Sgign-

Divisiont of ReProduc~tive, Abdominial,
and Radiological Dpvj'c



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P2-4AA for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliical Application Mode of Opeaton (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Tak Ionly (Trucks I & Ill) - - - - Dopl& (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal N N N N N Note I Note 4, 7
ntam-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)
Neonatal Cepbalic

Adult Cephalic N N N N N Note I Note 4, 7
Trans-rectal
Trans-vaginal

Tran s-u rethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult N N N N N Note INoe47
Cardiac Cardiac Pediatric N -N N N N Note I Note 4, 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)
N=new indication; P= previously cleared; E= added under Appendix E

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Off' e of Devic valuation (ODE)
Prescription Us (er 21 C .109)

(Divisi5or iin-etoffl
Dilr;'tioamn: lThtZ-r;d=ivciv, Abdominal,
?,nd-Radiological vie

510(k) Number i _



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P2-4AH for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Op aon (*includles~ simultaneous B-mode)
Geneiral Specific B M PWD CWD Color Combined* Other

LTrack I only (Tracks I & 1II) - - - - Doppler* (pe. (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal p P P P P Note I Note 4, 7
Intra-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organ (See NoteS5)
Neonatal Cephalic
Adult Cephalic P P P P P Noe1Note 4, 7
Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac Adult P P P P P Note 1 Note 4. 7
Cardiac Cardiac Pediatric P P P p P Note I Note 4, 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K063580; E= added under AppendixE
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note?7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Office ofn ce Evaluation (ODE)

Divi;smon of Reproductive, Abdomninal,
zfld Radiological D~eŽ IV e

510(k) Number._____



51 0(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND ]INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P3-5AC for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operato (includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(.Track I only) (Tracks I & IlI) - - - - Doppler* J SpE2.L (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal p p P P P Note I Note 4, 7
Intrat-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note S)

Neonatal Cephalic
Adult Cephalic P P P P P Note I Note 4, 7
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult P P P P P Note I Note 4. 7
Cardiac Cardiac Pediatric P P P P P Note I Note 4, 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, 9ffice of e ce Evaluation (ODE)

(Divisioni Sign-Off
Division Of Reprduct"Ui've, Ab~fdominal,
and RfadiologiCai e -4

510)(k) Numrber,L R



51 0(k) Premarket Notification SONOACE XS Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P3-7AC for use with SONOACE X8
Intended Use: Diagnostic ultrasound imag*ng or fluid flow analysis of the human body as follows:

Clinical Application Mode of Oneaton (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other
(TakI only (Tracks I & Ill) Doppler (Spc. (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal p p P P P Note 1 Note 4, 7
Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organ (See Note .5)
Neonatal Cephadic

Adult Cephalic p p p p p Note I Note 4, 7
Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)
intra-luminal

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult P P P p P Note I Note 4. 7
Cardiac Cardiac Pediatric P P P P P Note I Note 4, 7

Trans-esophageal (Cardiac)
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N= new indication; P= previously cleared by FDA K063580; F= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TH I)
Note 8: 3 D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Of ceo cieEvaluation (ODE)
Prescriptio cr1 801.109)

Division. cf R4eprccircfivc, Abdominal,
and Radiological I 1'~l

510(,K) Nuimber 0d _ 1



51 0(k) Premarket Notification .SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CW 2.0 for use with SONOACE X8
Intended Use: Diagnostic ultrasound imaging or flild flow analysis of the human body as follows:

Clinical Application Mode of Operton (*includes simultaneou B-mode)
General Specific B M PWD CWD Color Combined* Other

(Trac Ionly1) (Tracks I & IIl) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intra-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note .5)
Neonatal Cephalic
Adult Cephallic P

Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)

Musculo-skel. (Superfic.) _________

Intra-luminal

Other (spec.) _ _ _ _ _ _ _ _ _ _

Cardiac Adult p _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric p

Trans-esophageal (Cardiac)

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

PPeripheral eihrlvssel __ _ _ p _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Vessel Ot er(s e)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: DIM, B/PW Doppler, B/Color Doppler, B/Color Doppler/PW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-nmode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Pff ice of Device Evaluation (ODE)
Prescr ipio Use (er 2 801.109)

(Divii n D Sin- )

Division o~ 1~M:prodnctvc. Abdominal
and lzadiological Uv'vjv

510(k) Number



510(k) Premarket Notification SONOACE X8 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CW 4.0 for use with SONOACE XS
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operation (1'inclds simnultaneos H-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & In1) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Intrat-operative (See Note 6)

Intra-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric P

Small Organ (See Note .5)

Neonatal Cephalic
Adult Cephalic P

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult P _________

Cardiac Cardiac PediatricP

Trans-esophageal (Cardiac)

Other (spec.) _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel __ P ____ ____ _________

Vessel - Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N=new indication; P= previously cleared by FDA K063580; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PW Doppler, B/Color Doppler, B/Color DopplerIPW Doppler, B/Power Doppler/PW Doppler,

B/Color Doppler/Color M
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrenc'e of CDRH ifficeoa evice Evaluation (ODE)
Presc ipt se( 1CR 801.109)

Division of Reproductlive, Abdominal,
gad Radiolo~alc i D A-dcks,

510(k) Nurnbeic lbtj~


